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II 
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Certain defects in the international application 
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Box No. I Basis of this opinion 


1. With regard to the language, this opinion has been established on the basis of: 
E>3 the international application in the language in which it was filed 

□ a translation of the international application into , which is the language of a translation furnished for the purposes of 
international search (Rules 12.3(a) and 23.1(b)).. 

2. □ This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified to this 

Authority under Rule 91 (Rule 43 bis. 1(a)) ....... - u u 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this opinion has been 

established on the basis of: 


a. type of material 




1 I a sequence listing 




| | table(s) related to the sequence listing 




b. format of material 




I | on paper 




I | in electronic form 




c. time of filing/furnishing 




| | contained in the international application as filed. 




| | filed together with the international application in electronic form. 


| | furnished subsequently to this Authority for the purposes of search. 


4 □ In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


5. Additional comments: 
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Box No. V Reasoned statement under Rule 43 to.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement — 



1. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 1-12 



Claims NONE 



_YES 
NO 



Claims NONE 



Claims 1-12 



_YES 
NO 



Claims 1-12 



Claims NONE 



_YES 
NO 



2. Citations and explanations: 
Please See Continuation Sheet 
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Supplemental Box . 

in case the space in any of the preceding boxes is not sufficient. _ 



V " 2 " C ^ tiSSST^. step under PCT Article 33(3) as being obvious over Rao et a.. (US 2004/G106681 

A1 )- r * ^ * „ r^^h^H nf tr^tina a fatiaue symptom associated with fibromyalgia syndrome 

The instant claims are directed to a me *^ to a patient in need thereof, or 

(f=M^\ romDrisinq administering milnacipran in greater than aooui i^o my pci * " 

S^u^ ° ther active y co mP ounos such as vaiium (see 

CO ' UmnS Kran'^Tela. do not explicitly teach treating a fatigue symptom associated or maintaini " 9 a ^ 

dosage of for at .easf 3 months, or at .east :6 -n^s as corned JJ^ tha , in treating 

However, it would have been obvious ^^^^^^mhS^S^ associated with the fibromyalgia 
fibromyalgia with the dosage guidelines as aught ^J^^^^^Stodo so in order to treat fibromyalgia in 
would also be treated. One of ordinary skill "^J^J^^SSKV, success in also treating a fatigue 
general. One of ordinary skill in the art would have had » £ dpran as c | aimed for the treatment of fibromyalgia. 

T CTe^ 

of mlinalipran is considered to be within the purview of the ordinary artisan. 

Claims 1-6 and 9-1 1 lack an inventive step under PCT Article 33(3) as being obvious over Rao et al. (US 

2004/0106681 A1). ntnni ^, HienrrtPrs such as fibromyalgia by administering high daily dosages of 

Rao et al. teach treating neurolog.ca disorders such as n " D ™£ » » tjon [0028]) . Higher dosages of the 
antidepressant, such as milnacipran (see abstract page 1 ^^g^^^ J,,^ dividing the 
drug to improve efficacy without adverse side efforts are £"^^S° n ™ preferably administered between 100 
daily into divided doses (see abstract^ Rao et al ^^^^J^S mg'/day. wherein the daily dosage is divided 
LSffi^c^J'^ SSSSKSSSS *i£3t JL*-. &> e, * teach treating fibromyalgia with 
Form PCT/1SA/237 (Supplemental Box) (April 2007) 
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Supplemental Box .ffirient 

Rao et al. do not expl.ctly teach treating f symp torn g ^ 

dosage of milnacipran for at least 3 months, or at least ^°^^^°^ at tne time of the invention that in treat.ng 

However, it would have been oby.ous to one .of ^ordinary W a a n fati symptom associated with the 
fibromyalgia with using higher divided da.ly -do-ages as j aught by Rao at g^ ^ ^ ^ ^ fc 

fibromyalgia would also be treated. One of ^ l", d h L ve ^ad a reasonable expectation of success because Rao et 

fibromyalgia in general. One of ord inary *ri .n ^™«ld ^^ ^ilnacipran as claimed for the treatment of pa.n 
a., teach f-? t ^^^tl £5 SS^U. The optimization of the durat.on of the 

Ls.SlacKaninven.es^^ 

associated with FMS, wherein the second <^™ d » f SsTlV^ previously stated, Kranzler et al. teach 
Kranzler et al. is described supra as applnsd 1 , su £ h a s valium for the treatment of FMS. 
administering milnacipran adjunctive* w,th , a .second act.ve fi^^™*^ of tne inven tion to treat a fatigue ^symptom 

as^^ 

=ri teach sMar dosa9es of mi,nacipran for trea 9 
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